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1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non -establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the International application 
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2. 



3. 



If a demand for international preliminary examination Is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ( M IPEA H ). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notlfed the 
International Bureau under Rule 66.16/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA/220. 

For further details, see notes to Form PCT/ISA/220. 
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1. With regard to the language, this opinion has been established on the basis of the international application In 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language Into t^» owin 9 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2 With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of : 

a. type of material: 

□ a sequence listing 

□ table (s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

Sopfi " "1£»%*£<M I ft Se applteM>n aa filed Of does nol 90 beyond tne appncation as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. Ill Non-establishment o1 opinion with regard to novelty, inventive step and industrial . 
applicability . 

The questions whether the claimed Invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

13 claims Nos. 1-16 with respect to industrial applicability 

because: 

S the said international application, or the said claims Nos. 1-1 6 with respect to industrial applicability relate 
to the following subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide andybr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide andfcr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-tos of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Rule 43Ws.1 (a)(i) with regard to novelty, Inventive step or 
industrial applicability ; citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Yes: 


Claims 


1-16 


No: 


Claims 




Yes: 


Claims 


1-16 


No: 


Claims 




Yes: 


Claims 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Form PCT/1SA/237 (January 2004) 



1 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY {SEPARATE SHEET] 



International application No. 



PCT/EP2005/000206 



Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 1 -1 6 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(l) PCT). 



Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following document: 

D1: Dullooo et al., 1999.AmJ.Clin.Nutr., 70: 1040-1045. 



Novelty 

The document D1 is regarded as being the closest prior art to the subject-matter of claim 1 
and shows that (see abstract and page 1 041 , left-hand column, 3rd paragraph to right- 
hand column, 1st paragraph; page 1042, right-hand column, last paragraph to page 1044, 
right-hand column, last paragraph)the references in parentheses applying to this 
document) the administration of a green tea extract, AR25 in form of capsules (containing 
50 mg caffeine and 90 mg epigallocatechin gallate), promotes a significant increase in fat 
oxidation as compared to subjects taking caffeine alone (50 mg caffeine) or placebo. 

The subject-matter of claims 1 and 9 differ from this known D1 in that the formulation of 
the present application incorporates diterpene forskolin, caffeoylquinic acids and 
flavonoids to the caffein and cathechines. 

The subject-matter of claims 1 and 9 is therefore new (Article 33(2) PCT). 



Form PCT7ISA/237 (Separate Sheet) (Sheet 1) (EPO-January 2004) 



WRITTEN OPINION OF THE International application No. 

INTERNATIONAL SEARCHING PPT/EP2005/000206 
AUTHORITY (SEPARATE SHEET) PCT/EP2005/000206 

Inventive step 

The problem to be solved by the present invention may be regarded as the provision of a 
pharmaceutical composition to treat obesity and associated metabolic syndrome. 

The solution to this problem proposed in claims 1 and 9 of the present application is 
considered as involving an inventive step (Article 33(3) PCT) for the following reasons: 

ThP mmhinatio n of different extracts obtained from green tea (catechins such as 
epigallocatechin galate (EGCG)), Coleus forskholii (diterpene forskolin), yerba mate 
(caffeine and caff eoylquinic acids (cGA)) and Betula alba (flavonoids) act in concert , i.e. 
synergistically strengthening the two main effects of the mixture, i.e. tin 3 thermogenic effect 
fj prr^rt metallic r *te\ and the decrease of the afasaflian Pi fat (see examples 3-5). 

r 

Claims 2-8 and 10-16 are dependent on claims 1 and 9 and as such also meet the 
requirements of the PCT with respect to novelty and inventive step. 



Industrial a pplicability 



For the assessment of the present claims 1 -1 6 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to the 
use of a compound in medical treatment, but may allow, however, claims to a known com- 
pound for first use in medical treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 
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This opinion contains indications relating to the following Items: 

E3 Box No. I Basis of tha opinion 

□ Box No. II Priority 

□ Box No. Ill Non-establishment of opinion with regard to novelty, Invents atep and Industrial applicability 

Lack of unity of invention- 
Reasoned statement under Rula 4Sd«,1 (a)(1) with regard to novelty, Inventive step or Industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects In the international application 
Certain observations on the international application 

FURTHER ACTION 



□ Box No. IV 
Box No. V 

□ Box No. VI 

□ Box No. VII 
Q Box No. VIII 



If a demand for international preliminary examination Is made, this opinion will usually be considered to bo a 
written opinion of the International Preliminary Examining Authority HPEA"). However, this does not apply w 
the app leant chooses an Authority other than this one to be tha IPEA and the chosen IPEA has notfted the 
International Bureau under Rule 86.1 6/s(b) that written opinions of this International Searching Authority 



where 



will not be so considered. 



If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant Is invited to 
submit to tho IPEA a written reply together, where appropriate, with amendments, before the expiration of three 

2?i57 IOm * e da ^ of mailing of Form PCT/ISAS20 or before the expiration of 22 months from the priority data, 
whichever expires later. • K 7 * 
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For further options, see Form PCT/ISA/S20. 

For further details, see notes to Form POT/JSA/220, 
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Box No. I Baste of the opinion 



1 - »»&T»K«^ « 

a. type of material: 

□ a sequence listing 

* 

O table(s) related to the sequence Hating 

b. format of material: 

□ In written format 

O in computer readable form 
o. time of fltfngtfumishlng: 

□ contained in the International application as filed, 

□ filed together with the international application In computer readable fbrm. 
famished subsequently to this Authority for the purposes of search. 

hJt *E££}&£5 ^P*^? 1 ? E 0RS than one version or copy of a sequence listing and/br table re-latino therein 
4. Additional comments: 
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tSSSiim^S^^ W m9nt u U c,er 51 ute f»*/s.1 (a)(1) with regard to novelty, Inventive itap or 
industrial a pplicability; citations and explanations supporting s uch statement ,MW,,UVW ^ w ' 

1. Statement 



Novelty <N) 



Inventive step (18) 



Industrial applicability (IA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes; Claims 

No: Claims 



MB 



1-16 



1-16 



2. Citations and explanations 
see separata sheet 
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Re Hem V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

» 

Reference is made to the following document: 

D1 : Dullooo et al., 1999.Am J.CIin,Nutr, f 70: 1040-1045. 



Novelty 

The document D1 Is regarded as being the closest prior art to the subject-matter of claim 1 
and shows that (see abstract and page 1 041 , left-hand column, 3rd paragraph to right- 
hand column, 1st paragraph; page 1042, right-hand column, last paragraph to page 1044, 
right-hand column, last paragraph)the references in parentheses applying to this 
document) the administration of a green tea extract, AR25 in form of capsules (containing 
50 mg caffeine and 90 mg epigallocatechin gallate), promotes a significant Increase in fat 
oxidation as compared to subjects taking caffeine alone (50 mg caffeine) or placebo. 

The subject-matter of claims 1 and 9 differ from this known D1 in that the formulation of 
the present application incorporates diterpene forskolin, caffeoylquinic acids and 
flavonoids to the caffein and cathechlnes. 



4 The subject-matter of claims 1 and 9 is therefore new (Article 33(2) PCT). 



inventive step 

The problem to be solved by the present invention may be regarded as the provision of a 
pharmaceutical composition to treat obesity and associated metabolic syndrome. 

The solution to this problem proposed in claims 1 and 9 of the present application is 
considered as involving an Inventive step (Article 33(3) PCT) for the following reasons: 
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The combination of different extracts obtained from green tea (oatechins such as 
eplgalloeatechln galate (EGCG)), Coleus forskholil (dlterpene forskolin), yerba mate 
(caffeine and caffeoylqulnlc adds (cGA)) and Betula alba (flavonolds) aat Id concert , i.e. 
synergisfically sir^ngiijfinjngthe two main effects of the mixture, I.e. the thermog enic effect 
(increased metabolin mtf land the decrease of the a baortion of fat (see examples 3-5). 

Claims 2-8 and 10-1 6 are dependent on claims 1 and 9 and as such also meet the 
requirements of the PCT with respect to novelty and inventive step. 
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